
UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington. D.C. 20231 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. V 



09/424, 940 



03/07/0 0 



CRESS 



212662-1 



r n 

HIV112/032S 
OPPENHEIMER WOLFF ^ DONNELLY 
2029 CENTURY PARK EAST 
SUITE 380 0 

LOS ANl^ELES CA 90 067-3024 



EXAMINER 



ART UNIT 



PAPER NUMBER 



1642 
DATE MAILED: 



03/28/ 01 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO-90C (Rev. 2/05) 

•U.S. GPO: 2000-473-000/44602 



1- File Copy 



Office Action Summary 


Application No. 

09/424,940 


Applicant(s) 

CRESS ET AL 


Examiner 

Gary B. Nickol Ph.D. 


Art Unit 

1642 





" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 ,136 (a). In no event, however, may a reply be timely filed 
afler SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

!)□ Responsive to coinnnunication(s) filed on . 

2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatlers, prosecution as to the merits is 

closed in accordance with the practice under Expa/te Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) 13 Claims 1-21 are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved. 

12) n The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. g 11 9 

1 3) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. 1 1 9(a)-(d) or (0- 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No, . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 4) n Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 



Attachment(s) 

15) □ Notice of References Cited (PTO-892) 18) □ Inten/iew Summary (PTO-41 3) Paper No(s). — 

16) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 19) O Notice of Informal Patent Application (PTO-152) 

17) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 20) |3 Other: fax cover sheet . 
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DETAILED ACTION 

Claims 1-21 are pending in the application and are currently under prosecution. 
Please Note: In an effort to enhance communication with our customers and reduce processing 
time, Group 1640 is running a Fax Response Pilot for Written Restriction Requirements. A 
dedicated Fax machine is in place to receive your responses. The Fax number is 703-308-4315. 
A Fax cover sheet is attached to this Office Action for your convenience. We encourage your 
participation in this Pilot program. If you have any questions or suggestions please contact 
Anthony Caputa, Ph.D., Supervisory Patent Examiner at 703-308-3995. Thank you in advance 
for allowing us to enhance our customer service. Please limit the use of this dedicated Fax 
number to responses to Written Restrictions. 

Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1,499, applicant is required, in response to this action, to 
elect a single invention to which the claims must be restricted. 

Group 1, claim(s) 1-5,8-10 drawn to a method for detecting cancer in a subject comprising 
contacting a biological sample with an antibody that binds an epitope on a blood protein. 

Group 2, claim(s) 1,6-10, drawn to a method for detecting cancer in a subject comprising 
contacting a biological sample with an antibody that binds an epitope on a blood protein further 
comprising screening a biological sample isolated from the subject for the presence of a second 
tumor marker. 
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Group 3, claim(s) 11-18, drawn to a method of detecting the presence of a fibrinogen 
degradation peptide. 

Group 4, claim(s) 19-21, drawn to a method of detecting a disease process associated with the 
degradation of fibrinogen in a mammal. 

The inventions are distinct, each from the other because of the following reasons: 

A national stage application shall relate to one invention only or to a group of inventions 
so linked as to form a single general inventive concept. Unity of invention is fulfilled only when 
there is a technical relationship among the inventions involving one or more of the same or 
corresponding special technical features which define a contribution over the prior art. If there is 
no special technical feature, if multiple products, processes of manufacture or uses are claimed, 
the first invention of the category first mentioned in the claims of the application will be 
considered as the main invention in the claims, see PCT article 17(3) (a) and 1.476 (c), 37 C.F.R. 
1.475(d). 

The inventions listed as Groups 1-4 do not relate to a single inventive concept under PCT 
Rule 13.1 because under PCT Rule 13.2 they lack the same or corresponding special technical 
features. 

The technical feature linking groups 1-4 appears to be a method for detecting cancer in a 
subject comprising contacting a biological sample with an antibody that binds an epitope on a 
blood protein degradation product that is masked in the blood. However, as cited in the 
international search report for PCT/US98/1 1 162, Amiral et al. (Blood Coagulation & 
Fibrinolysis, Vol. I, No. 4-5, pages 447-452, IDS) describe a method for the detection of clinical 
states including cancer comprising contacting a biological sample with an antibody specific for 
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an epitope on a blood protein degradation product that is masked in the blood protein. Hence the 
claims of the present application encompass multiple inventive concepts. Therefore, the 
technical feature linking the inventions of groups 1-4 do not constitute a special technical feature 
as defined by PCT Rule 13.2 as it does not define a contribution over the prior art. 

According Groups 1-4 are not so linked by the same or a corresponding special technical 
feature as to form a single general inventive concept and restriction for examination purposes as 
indicated is proper. 

SPECIES ELECTION 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

PSA, CEA, CA 15-3, CA 19-9, and CA 125 (Claim 6- Group 2) 
The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding special 
technical features for the following reasons: The products of the above species represent separate 
and distinct molecules with different structures and functions such that one species could not be 
interchanged with the other. As such, each species would require different searches and the 
consideration of different patentability issues.. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
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the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gary B. Nickol Ph.D. whose telephone number is 703-305-7143. 
The examiner can normally be reached on M-F, 8:30-5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196, 

Gary B. Nickol, Ph.D. 
Examiner 
Art Unit 1642 
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